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1. This international preiiminary examination re^^^^^^^ by this International Preliminan^ Examining 



Authority and is transmitted to the applicant according to Anicle 36. 



This REPORT consists of a total of 5 sheets, including this cover sheet 

„ , , ^. ^ AMMPVPQ I A «?heets of the description, claims and/br drawings which have 

^ SLTaSSi^^^^^^^^ '^iSn^s^^^^^ made before this Authority 

(see RiJe 70/1^^ and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of 4 sheets. 



3. 



This report contains indications relating to the following items: 
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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

Certain documents cited 

Certain defects In the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY PPTyGB 03iD3199 
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I. Basis of the report 

and1?e 3^ to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)). 



Description, Pages 

1 ^35 as originally filed 

Sequence listings part of the description, Pages 

-j .7 as originally filed 

Claims, Numbers 

^ Q filed with the demand 

Drawings, Sheets 

-j 9 as originally filed 

p With reaard to the language, all the elements marked above were available or furnished to this Authority in the 
Kuale S whtoh tSeSn^^^^^^^^ application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and/or 55.3). 

3 With reqard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
IntemS examination was carried out on the basis of the sequence listing: 

M contained in the international application in written form. 

12 filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written fomn. 

□ furnished subsequentiy to this Authority in computer readable fonm. 

la The statement that the subsequently fumished written sequence listing does not go beyond the disclosure 

in the international application as filed has been fumished. 
la The statement that the infomiation recorded in computer readable form is identical to the written sequence 

listing has been fumished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5 □ This report has been established as if (some of) the amendmerts ^^^^^ not been made, since they have 
been Snsidered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to th,s 
report,) 

6. Additional observations, if necessary: 

V R asoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citSons and explanations supporting such statement 

1. Statement ... 
Novelty (N) 

Inventive step (IS) 

Industrial applicability (lA) 



Yes: 


Claims 


1-2,4-16 


No: 


Claims 


3, 7-18 


Yes: 


Claims 


1-2,4-16 


No: 


Claims 




Yes: 


Claims 


1-18 


No: 


Claims 





2. Citations and explanations 
see separate sheet 
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R It mV . . , 

Reasoned statement with regard to novelty, inventive step or industrial 

applicability; citations and explanations supporting such statement 

Reference is made to the following documents: 

D1 : WO 02/05645 A (NEW CENTURY PHARMACEUTICALS) 24 January 2002. 

(2002-01-24) 

D2: WO 99/28348 A (RUKER FLORIAN ;HO JOSEPH X (US); CARTER DANIEL 
C (US); NEW CENTURY) 1 0 June 1 999 (1 999-06-1 0) 

D1 (W0205645) discloses a modified serum albumin in which the affinity to trace 
metals such as nickel and/or copper is reduced or eliminated. The modified serum 
albumin is either truncated by at least one amino acid at its n-terminal end or is 
mutated in such a way as to disrupt the metal binding site of the serum albumin 
binding site VI. Mutations to this binding site include elongation, insertion or other 
changes to the n-terminal end, such as to the histidine at amino acid position 3, 
which either sterically hinder the binding site VI or eliminate vital binding 
Interactions, and thus reduce the affinity of this region to metals such as nickel or 

copper. 

D2 (W09928348) discloses a recombinant serum albumin which has been 
modified from human serum albumin, in the heme binding region, so as to have 
the ability when bound to heme to be capable of reversibly binding oxygen. In the 
disclosed modified albumin at least one of the hydrophobic binding residues 
responsible for the binding of heme in the serum albumin-heme binding region is 
replaced with a hydrophilic amino acid residue which is histidine or glutamine. 

The IPEA is of the opinion that the modified serum albumins disclosed in D1 or D2 
would fall under the scope of claims 3. 17-18. The scope of claim 3 is broad and 
unclear (see below) and therefore, could encompass the modified serums 
disclosed in the prior art. The. method of claims 17-18 has been previously 
described in examples 1 -2, p. 1 2-1 3 of D1 or example 1 , p. 1 6-1 7 of D2. 

The subject-matter of claims 1 -2, 4-1 6 has not been made available to the public 
by any of the available prior art documents and can therefore be regarded as 
novel. The subject-matter of claims 1-2. 4-16 cannot be derived from the 
available prior art in an obvious manner and therefore complies with the 
requirements of Article 33(3) PCT. 
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The expression "substantially" used in claims 1 , 3, 5 is not suitable to clearly 
define the scope of the claim, because it is without technical significance and its 
vagueness makes it entirely open to individual interpretation. 

Claims 3 18 contain references to the description and/or the drawings (i.e. to 
Table 1). According to Rule 6.2(a) PCT, claims should not contain such references 
except where absolutely necessary, which is not the case here. 
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